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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )Q Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)[x] This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 1-34.38-53,56-62.64,66.68 and 70 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) |E] Claim(s) 38-53 and 56-62 is/are allowed. 

6) |EI Claim(s) 1-34,64,66,68 and 70 is/are rejected. 

7) D Claim(s) _ is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) 0 Notice of Draftsperson's Patent Drawing Review (PTO-948) 
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DETAILED ACTION 

The after final amendment filed April 7, 2004 has been received, entered and carefully 
considered. The following information provided in the amendment affects the instant 
application: 

1. Claims 35-37 and 54-55 have been canceled. 

Claims 63, 65, 67 and 69 depend from cancelled claim 35 and have been withdrawn from 
consideration. Claims 64, 66, 68 and 70, which depend from claim 38, have been rejoined. 

Claims 1-34, 38-53, 56-62, 64, 66, 68 and 70 are pending in the case. 

The text of those sections of Title 35, U. S. Code not included in this action can be found 
in a prior Office action. 

The finality of the previous office action is withdrawn and the following rejections are 
made of record. 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds its support in 
the language of 35 U.S. C. 101 which states that "whoever invents or discovers any new and 
useful process ... may obtain a patent therefor ..." (Emphasis added). Thus, the term "same 
invention," in this context, means an invention drawn to identical subject matter. See Miller v. 
Eagle Mfg. Co., 151 U.S. 186 (1894); In re Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); 
and In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in scope. The 
filing of a terminal disclaimer cannot overcome a double patenting rejection based upon 35 
U.S.C. 101. 

Claims 1-10 are provisionally rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claims 1-10 of copending Application No. 10/240606 ('606 application). 
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Instant claim 1 of the instant is drawn to a N-deacetylated N-sulfated derivative of a K5 
polysaccharide epimerised at least to 40% of iduronic acid with respect to the total uronic acids, 
having a molecular weight of from 2000 to 30000 D, a content in chains with high affinity for 
ATIII of from 25% to 50% by weight and an anticoagulant and antithrombotic activity expressed 
as HCII/Anti-Xa ratio between 1.5 and 4. The same recitation is also seen in claim 1 of the 
copending 4 606 application. 

Instant claims 2 and 3 are drawn to the derivative with molecular weights between 4000 
and 8000D and molecular weights between 18,000 and 30,000 D respectively. Claims 2 and 3 of 
the copending '606 application also recite the same molecular weight limitations. 

Instant claim 4 is drawn to a process for preparation of the derivatives of K5 
polysaccharide comprising the steps of preparation of the K5 polysaccharide, N-deacetylation 
and N-sulfation, C5 epimerization of D-glucuronic acid to L-iduronic acid, oversulfation, 
selective O-desulfation, selective 6-0 sulfation and N-sulfation wherein the epimerization is 
performed with glucuronosyl C5 epimerase in the presence of divalent cations. Instant claims 5- 
10 further recite process limitations drawn to specific divalent cations, the buffer used, the time 
and temperature in the epimerization step. These same limitations are also recited in claims 4-10 
of the copending '606 application. 

Thus claims 1-10 of the instant application and claims 1-10 of the copending '606 
application are claiming the same invention as seen by the identical recitations. 

This is a provisional double patenting rejection since the conflicting claims have not in 
fact been patented. 
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Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 66 and 70 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for treating thrombosis, does not reasonably provide 
enablement for prevention of thrombosis. The specification does not enable any person skilled in 
the art to which it pertains, or with which it is most nearly connected, to use the invention 
commensurate in scope with these claims. 

A conclusion of lack of enablement means that, based on the evidence regarding each of 
the factors below, the specification, at the time the application was filed, would not have taught 
one skilled in the art how to make and/or use the full scope of the claimed invention without 
undue experimentation. 

(A) The breadth of the claims 

(B) The state of the prior art 

(C) The level of one of ordinary skill 

(D) The level of predictability in the art 

(E) The amount of direction provided by the inventor 

(F) The existence of working examples 

(G) The quantity of experimentation needed to make or use the invention based on the 
content of the disclosure. 

The breadth of the claims 

Claims 66 and 70 are drawn to method of preventing thrombosis by administering 
an effective amount of the glycosaminoglycan of formula I and to a method wherein the 
effective amount is administered in a pharmaceutical composition containing 5 to 100 mg 
of the said glycosaminoglycan. The scope of the claim is seen to include the 
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administration of the said compound and composition to a healthy mammal, and 
subsequent exposure to conditions that would cause thrombosis and preventing 
thrombosis from manifesting itself in said mammal so exposed by administering the 
glycosaminoglycan of claim 38. 
The state of the prior art 

The examiner notes that the art cited by the applicants (US 6162797 and WO 
98/42754) mention methods for treating thrombosis in mammals. However, there is no 
disclosure of potential thrombosis preventive activity of compounds seen in the prior art. 
The prior art appears to be silent with regard to preventive procedures recognized by 
skilled artisans in this field. 
The level of one of ordinary skill 

The skilled artisan in this field is that of an MD for therapeutic administration 
and/or a Ph.D. skilled in the development of therapeutics. 
The level of predictability in the art 

The examiner acknowledges the probability and predictability that administration 
of the said compounds would have a reasonable expectation of success for treating 
thrombosis but not for preventing thrombosis. There is not seen sufficient data to 
substantiate the assertion that thrombosis may be prevented by the use of the 
compound/composition instantly claimed nor does the art provide guidance to correlate 
the type of data presented in the instant case to a degree of efficacy that encompasses 
prevention. 

The amount of direction provided by the inventor 
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The instant specification is not seen to provide enough guidance that would allow 
a skilled artisan to extrapolate from the disclosure and the examples provided to enable 
the use of the active agents to prevent thrombosis. The specification also fails to direct 
the skilled artisan in correlative prior art procedures which might provide the basis for an 
advance in treating thrombosis which induces prevention of the said condition. 
The existence of working examples 

The working examples set forth in the instant specification are drawn to data that 
show the antithrombotic characteristics of the said compounds. The skilled artisan in this 
field would not extrapolate the preventive efficacy of the compounds claimed or the use 
of the same in preventive methods from the example provided. The disclosure does not 
show, teach or enable methods for the prevention of thrombosis. 
The quantity of experimentation needed to make or use the invention based on the 
content of the disclosure 

Indeed, in view of the information set forth, the instant disclosure is not seen to be 
sufficient to enable the prevention of thrombosis with the compounds set forth in the 
claims. A skilled artisan would not extrapolate the preventive efficacy from the results 
disclosed for the examples set forth in the instant specification. 

Claims 4-34, 64 and 68 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 



Application/Control Number: 09/950,003 Page 7 

Art Unit: 1623 

Claim 4 recites N-sulfation twice in the process sequence as instantly claimed. It is not 
clear why the same step is performed twice or if applicants intend N-desulfation. The same 
recitation is also seen in claims 14 and 17. 

The term "controlling" in claim 64 is a relative term that renders the claim indefinite. 
The term "controlling" is not defined by the claim, the specification does not provide a standard 
for ascertaining the requisite degree, and one of ordinary skill in the art would not be reasonably 
apprised of the scope of the invention. 

Claims 5-13, 15-16, 18-34 and 68, which depend from the rejected base claims, are also 
rendered unclear/indefinite for the same reasons. 

Conclusion 

1. Claims 1-34, 64, 66, 68 and 70 are rejected. 

3. Claims 38-53 and 56-62 drawn to the non-obvious glycosaminoglycans 
of structural formula I are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ganapathy Krishnan whose telephone number is 571-272-0654. 
The examiner can normally be reached on 8.30am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661 . The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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